Application No. 10/677,208 Response to Office Action mailed April 14, 2009 

Filing Date: October 2, 2003 
Docket: 2874(203-3510) 

REMARKS 

The above referenced application has been reviewed in light of the Office Action 
mailed April 14, 2009. Claims 2, 3, 10, 11, 13, 14, 16-20, and 22-25 are currently pending in 
this application with claims 20 and 23 being in independent form and claim 23 being amended 
herein. In view of the remarks to follow, allowance of this application is respectfully requested. 

Claims 13-14, 16-19, and 23-25 stand rejected under 35 U.S.C. §112, second 
paragraph. In the Office Action, it is asserted that it is unclear what "each line of intersection 
thereof 5 refers to. Applicant has amended claim 23 to clarify that the at least three non-linear 
intersecting surfaces of the first set and the at least three non-linear intersecting surfaces of the 
second set define respective cutting edges along each line of intersection of the first distinct set 
of at least three non-linear intersection surfaces with the second distinct set of at least three non- 
linear intersecting surfaces. In view of the foregoing, it is respectfully submitted that the 
rejection of claims 13-14, 16-19, and 23-25 under 35 U.S.C. §112, second paragraph, has been 
overcome and should be withdrawn. 

Claims 2-3, 10-11, 20, and 22 stand rejected under 35 U.S.C. §103(a) as being 
unpatentable over U.S. Patent No. 5,797,961 to Smith et al. (hereinafter, "Smith '961") in view 
of U.S. Patent No. 4,513,747 to Smith et al. (hereinafter, "Smith '747"), U.S. Patent No. 
5,002,565 to McGregor (hereinafter, "McGregor"), and U.S. Patent No. 5,403,344 to Allen 
(hereinafter, "Allen"). Applicant respectfully submits that Smith '961 in view of Smith '747, 
McGregor, and Allen, alone or in any proper combination, fail to teach or suggest the claimed 
apparatus. 
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Smith '961 discloses a cutting edge surgical needle consisting of an elongated 
member having a proximal end and a distal end. The distal end has a cross-section having a top 
side, a first concave side, and a second concave side. A piercing point extends therefrom. 

As acknowledged on pages 4-5 of the Office Action: 

Smith et al do not disclose that the shape of the mid-portion can be of 
any desired shape, for example, a diamond shape. Smith et al do not 
disclose there being two sets of concave surface where an edge is 
formed at the intersection of the two surfaces.... The modified device 
of Smith et al in view of Smith et al is not explicitly disclosed as 
having the needle end and needle tip having four concave surfaces 
defining a general diamond cross-section.... The modified device of 
Smith et al in view of Smith and McGregor is not explicitly disclosed 
as having a needle end having a maximum cross-sectional dimension 
greater than a corresponding maximum cross-sectional dimension of 
the main shaft. 

Thus, the Office Action relies on four references to form the present obviousness rejection. 

The Office Action relies on Smith '747 to cure a portion of the deficiencies of 
Smith '961. The Office Action asserts that Smith '747 discloses a needle end having a first set 
of surfaces each provided with a cutting edge at the intersection of the surfaces and a second set 
of surfaces each provided with a cutting edge at the intersection of the surfaces and cutting edges 
at the intersection of the two sets as it is the position in the Office Action that the edges are 
capable of acting as cutting edges. Thus, according to the Office Action, it would have been 
obvious to a person having ordinary skill in the art to modify the device of Smith '961 to have 
two sets of surfaces having multiple cutting edges at the intersections of the surfaces in view of 
Smith '747 in order to allow the needle to cut a smaller, first diameter to a larger, second 
diameter. 

Establishing prima facie obviousness requires a showing that the prior art 
references, when combined, teach or suggest all the claim limitations. Furthermore, there must 
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be some suggestion or motivation, either in the references themselves or in the knowledge 
generally available to one of ordinary skill in the art, to modify the reference or to combine 
reference teachings. In re Vaeck, 947 F.2d 488, 20 USPQ2d 1438 (Fed. Cir. 1991). The analysis 
supporting a rejection under 35 U.S.C. § 103(a) should be made explicit. "Rejections on 
obviousness cannot be sustained with mere conclusory statements; instead, there must be some 
articulated reasoning with some rational underpinning to support the legal conclusion of 
obviousness. 1 ' In re Kahn, 441 F.3d 977,988, 78 USPQ2d 1329, 1336 (Fed. Cir. 2006); see also 
KSR International Co. v. Teleflex Inc., 127 S.Ct. 1727, 1741(2007). 

The statement that it would have been obvious to modify the device of Smith 4 961 
to have two sets of surfaces having multiple cutting edges at the intersections of the surfaces in 
view of Smith '747 in order to allow the needle to cut a smaller, first diameter to a larger, second 
diameter is a nonspecific conclusory assertion that is totally devoid of an articulated explanation 
or any analysis as to why it would have been obvious to combine the teaching of Smith '747 with 
the base reference Smith '961 . 

The distal end of Smith '961 extends into a tapered piercing point as illustrated in 
Figure 1, reproduced hereinbelow. 




205 



As illustrated above, the needle 5 would cut a smaller first diameter to a larger second diameter 
as the piercing point 30 has a smaller diameter than the distal end 50. It is not seen why, then, 
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one would be motivated to combine Smith '961 with Smith '747 as there is no explicit or 
implicit teaching or suggestion to make the claimed needle. 

Moreover, even if the references could be combined, one would not arrive at 
Applicant's claimed surgical needle. Smith '747 discloses a surgical needle having one or more 
cutting edges converging towards the needle tip and formed by the intersection of a plurality of 
planar surfaces. The forward end of the needle has one or more smaller additional cutting edges 
located at the tip. As illustrated in Figures 1 and 2 of Smith '747, reproduced hereinbelow, the 
intersection between surfaces 31 and 34 form edge 51 and the intersection between surfaces 32 
and 35 form edge 52. 




No where does Smith '747 indicate edges 51 and 52 are cutting edges. In fact, 
throughout Smith '747 edges 51 and 52 are merely referred to as "edges" while edges 21, 22, 23, 
24, 25, and 26 are explicitly referred to as "cutting edges." There is not express teaching or any 
extrinsic evidence that edges 51 and 52 are cutting edges and that such edges would be 
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recognized as cutting edges by a person of ordinary skill in the art. Thus, it is only with the use 
of improper hindsight that any motivation for forming cutting edges at the intersection of the first 
and second sets of surfaces can be found. 

Even assuming, arguendo, that edges 51 and 52 could be cutting edges, Smith 
747 fails to disclose any edge between the intersection of the extended surface 33 as shown 
above. Therefore, combining the references would produce a surgical needle having first and 
second sets of surfaces without cutting edges disposed alone each respective line of intersection 
of the first and second sets of surfaces. 

The Office Action then relies on McGregor to teach a needle tip having four 
concave surfaces forming a diamond-shaped cross-section. According to the Office Action, it 
would have been obvious to modify the device of Smith ' 961 in view of Smith '747 to have a 
needle end and a needle tip having four concave surfaces forming a diamond-shaped cross- 
section, in view of McGregor, in order to improve tissue penetration and decrease tissue 
distortion, 

McGregor does not disclose a needle end and a needle tip having four concave 
surfaces forming a diamond-shaped cross-section. As illustrated in Figures 8 and 9 of 
McGregor, reproduced hereinbelow, McGregor discloses "the sides [102, 104, 106, 108, 112, 
1 14, 1 16, and 1 18] in cross-section are straight as shown in FIGS. 4, 5, 9, and 10." (Col. 4, lines 
24-30). 
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FIG-9 



FIG-8 





IOO 



Thus, as shown above, McGregor does not disclose a needle with four concave sides but 
explicitly discloses a needle with eight straight intersecting sides. 



cutting edge needle having a cross section which is easy to manufacture in automated needle 
manufacturing processes." (Col. 1, lines 47-48). Smith '961 discusses a prior art needle in 
Figure 11, reproduced hereinbelow, including "intersecting, straight sides 580 and 590 defining 
substantially straight lines which are angulated to form an indentation or intersection 595.... 
Although the needle 550 is believed to have adequate performance characteristics, this geometry 
or configuration is believed to be difficult to manufacture due to the resistance to metal flow 
during die forming around the intersection 595 of surfaces 580 and 590/' (Col. 5, lines 20-33). 



600^ 

Thus, Smith 4 961 clearly discourages and therefore teaches away from a 
configuration like McGregor where straight sides are angulated to form an indentation. 



Moreover, Smith '961 discloses that it is an object of the invention "to provide a 



555 
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The Office Action then relies upon Allen to teach a needle end defining a 
maximum cross-sectional dimension being greater than a maximum cross-sectional dimension of 
the main shaft As asserted in the Office Action, it would have been obvious to modify the 
device of Smith in view of Smith '747 and McGregor to have a needle end defining a maximum 
cross-sectional dimension being greater than a maximum cross-sectional dimension of the main 
shaft, in view of Allen, in order to facilitate insertion of the main body of the suturing needle into 
a target site to suture the target site. 

Allen fails to cure any of the deficiencies discussed above with respect to Smith '961, 
Smith '747, and McGregor. Allen fails to teach or suggest, inter alia, a needle end including a first 
distinct set of four generally concave intersecting surfaces extending between the needle tip and 
the main shaft, the needle tip including a second distinct set of four generally concave 
intersecting surfaces extending between the needle point and the needle end to intersect the first 
set of concave surfaces of the needle end, and cutting edges disposed along each respective line 
of intersection of the first set of four surfaces of the needle end with the second set of four 
surfaces of the needle tip. 

For at least these reasons, Applicants believe that independent claim 20 is 
patentable over Smith '961 in view of Smith '747, McGregor, and Allen, taken alone or in any 
proper combination, and are in condition for allowance. For at least these reasons, inter alia, 
Applicants believe that claims 2, 3, 10, 1 1, and 22 which depend from claim 20, either directly or 
indirectly, also define over the cited references and are in condition for allowance. 

Claims 13, 14, 19, 23, and 24 stand rejected under 35 U.S.C. § 103(a) over Smith 
'961 in view of Smith '747. As stated above, the Office Action has failed to overcome the 
burden of factually supporting the prima facie conclusion of obvious and even if Smith '961 and 
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Smith '747 could be combined, they fail to show "respective cutting edges along each line of 
intersection of the first distinct set of at least three non-linear intersection surfaces with the 
second distinct set of at least three non-linear intersecting surfaces" as required by independent 
claim 23. 



Accordingly, withdrawal of this rejection is respectfully requested. 

Claims 16-18 and 25 stand rejected under 35 U.S.C. § 103(a) over Smith '961 and 



Smith '747 in view of McGregor. McGregor fails to cure the deficiencies of Smith '961 and 
Smith '747 as it does not and is not cited as teaching or suggesting a surgical needle including 
cutting edges disposed along each respective line of intersection of the first and second sets of 
surfaces. McGregor also fails to disclose four concave, non-linear surfaces as suggested by the 
Examiner. As stated above, McGregor teaches straight edges intersecting at diverging angles. 
Therefore, Applicant respectfully submits that claims 16-18 and 25 are at least patentable for the 
reasons independent claim 23 is patentable as outlined hereinabove. 



In view of the foregoing amendments and remarks, Applicant submits that all of 



the claims are in proper format and are patentably distinct from the prior art of record and are in 
condition for allowance. The Examiner is invited to contact the undersigned at the telephone 
number listed below with any questions concerning this application. 



Carter, DeLuca, Farrett & Schmidt, LLP 
445 Broad Hollow Road - Suite 420 
Melville, New York 11747 
Tel.: (631) 501-5703 
Fax: (631)501-3526 
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Joseph W. Schmidt 
Reg. No.: 36,920 
Attorney for Applicant(s) 



